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This is a communication from the examiner in charge of your application. 
COMMISSIONER OF PATENTS AND TRADEMARKS 

OFFICE ACTION SUMMARY ^ 

^Responsive to communication(s) filed on 
^^friis action is FINAL. 

□ Since this application is in condition for allowance except for formal matters prosecution as to the merits is closed in 
accordance with the practice under Ex parte Quayte, 1935 D.C. 11; 453 O^g. 213. 

me appKeatton to become abandoned. (35 U.S.C. § 1 33). Extensions of time may be obtained under the provuaons of 37 CFR 
1.136(a). 

Disposition of Claims 

q^ ajm ^ j[_ J) * — J C _ is/are pending in the application. 

Of the above, claim(s) . is/are withdrawn from consideration. 

□ Claim(s) . is/are ailowed. 

^CIaim(s) J^^^i is/are rejected. 

□ Claim(s) . is/are 0bj9Cted ta 

□ Claims - are sub J ect t0 restric,ion or election requirement. 

Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on is D a PP roved D disa PP roved 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d). 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) _ ■ 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 

'Certified copies not received: _ — * 

□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
Attachment(s) 

□ Notice of Reference Cited, PTO-892 

^^formation Disclosure Statements'™- 1449, Paper No(sj. y^ffl^S 

□ Irterview^Summary. PTO-41 3 

□ Notice of Draftsperson's Patent" ? 6raw1ng Review, PTO-948 
D Notice of Informal Patent Application, PTO-152 

- SEE OFFICE ACTION ON THE FOLLOWING PAGES - 

. m _ „„_„ - * US GPa 1996-410-238/40050 

PTOL-326 (Rev. 10/95) ^_ 



Application/Control Number: 09/508,892 Page 2 

Art Unit: 1616 

Receipt is acknowledged of amendment, IDS of 7/16 and 7/28, 2003 
respectively. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

The numbering of claims is not in accordance with 37 CFR 1.126 which requires 
the original numbering of the claims to be preserved throughout the prosecution. When 
claims are canceled, the remaining claims must not be renumbered. When new claims 
are presented, they must be numbered consecutively beginning with the number next 
following the highest numbered claims previously presented (whether entered or not). 

Misnumbered claims 21-32 been renumbered 25-36.Newly submitted claims 21- 
32 directed to an invention that is independent or distinct from the invention originally 
claimed for the following reasons: The invention now is directed to (a) a stable implant 
when (b) exposed to electron irradiation. Applicant has pointed to support for new 
claims, but not to that for a and b, above; these claims are to material patentably distinct 
from that previously claimed. Furthermore, the^ighal invention was to actives of low 
solubility; now it is to actives with antioxidants. 

Since applicant has received an action on the merits for the originally presented 
invention, this, invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claims 25-29 are withdrawn from consideration 
as being directed to a non-elected invention. See 37 CFR 1.142(b) and MPEP § 
821.03. 
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Claims 25-36 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter, 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The invention is to stable implants for up to 30 
weeks, @ 30°C electron irradiated up to 25 Kgy. Applicant has not identified where 
support, if any 6§s in the specification. It is not in the original claims. 

Claims 30-32 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Roorda et al 5543156 in view of Miller 5728719. 

The rejection of record is maintained. "UP TO" includes O weeks and OKGY 
irradiation; the compositions of Roorda/Miller would meet stability and irradiation 
requirements, as they comprise the same components as applicant's compositions. 
Miller's Doramection, BHA and BHT, in a Sterilized, stable, solid implantable to be 
irradiated, stable for some period of time, even in background irradiation. 

Claims 30-32 are rejected under 35 U.S.C. 102(e) as being anticipated by Miller. 

See above - Miller provides solid implants of Doramection, BHA, BMT- 
Sterilizable. 

Applicants arguments filed on 7/16/03 have been fully considered but they are 
not persuasive. Applicant's arguments have been considered above, but new invention 
withdrawn except to application of minimal stability, minimal irradiation. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Neil Levy whose telephone number is (571) 272-0619. 
The examiner can normally be reached on Tuesday through Friday 7 AM to 5:30 Pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page can be reached on (571) 272-0602. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). /I so s\ ^ 




Levy/LR 
April 6, 2004 




